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TITLE 21--FOOD AND DRUGS 
CHAPTER I--FOOD AND DRUG ADMINISTRATION, FEDERAL SECURITY 
AGENCY 


PART 3--STATEMENTS OF GENERAL POLICY OR INTERPRETATION 


Status of Salt Substitutes Under the Federal Food, Drug, 
and Cosmetic Act 


Pursuant to section 3 of the Administrative Procedure Act 
(60 Stat. 237, 238), the following statement of policy is issued. 


§ 3.9 NOTICE TO MANUFACTURERS, PACKERS, AND DISTRIBUTORS OF 
SALT SUBSTITUTES. The recent reported poisonings from salt substitutes 
_ containing lithium chloride have focused attention upon this entire 
field. Salt substitutes have been regarded in the past as special die- 
tary foods. They are also drugs, since they are employed in the mitiga- 
tion and treatment of disease. 


There is considerable doubt as to the safety of unrestricted 
use of any salt substitute in the presence of cardio-vascular-renal 
disease and a low sodium diet. 


Consequently, the Federal Security Agency believes that each 
salt substitute is a new drug within the meaning of section 201 (p)of 
the Federal Food, Drug, and Cosmetic Act. The interstate distribution of 
each salt substitute should be discontinued until a new-drug application 
has been filed and has become effective with respect to the substitute. 


Dated March 2, 1949. 


JOHN L. THURSTON, 
Acting Administrator , 


[F, R. Doc. 49-1700; Filed Mar,. 7, 1949; 8:49 a.m. ] 


